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StreptobaciUus momhfor- 



million units/day for 4 
multocida ), 

million units/day for 2 

lay for 4-6 weeks. 

■£ cwi'i, Enterobocier aer- 

Sella and Proteus niirabi- 

400,000 unite orpenicfJ- 

onits of penicillin/day in 

! ndocarditis J in patients 
■ lieumatic, or other nc- 
mdergoing dental proce- 
upper respiratory tract, 
imen. One million units 
30,000 units/kg in chil- 



dren) intramuscularly mixed with 600,000 units procaine 
penicillin G (600,000 units for children) should be given une- 
holf to one hour before the procedure. Oral penicillin V 
(phenojcymethyl penicillin), 500 mg for adults or 250 rag for 
children less than 60 lb, should be given even I hou foi , 
doses. Doses for children should not exceed recommenda- 
tions far adults for a single dose or for a 24 hnur period. 

The following table shows the amount of solvent required for 
solution of various concentrations. 
{See tabic above.] 

When the required volume of snlvent is greater than the 
i."i. ity nf the vial, the penicillin can be dissolved bv first 
[ i tmly a portion of the solvent into the vial, then 
witbdrawinB the resultant, solution and combining h with 
the remainder of the solvent in a larger sterile container 
Buffered Pfizerpen (penicillin G potassium) for Injection ^ 
highly water soluble. It may be dissolved in small amounts of 
Water for Injection, or Sterile Isotonic Sodium Chloride So- 
lution for Parenteral Use. All solutions should be stored hi a 
refrigerator. When refrigerated, penicillin solutions may he 
stared for seven days without significant loss of potency. 
Buffered Pfizerpen for Injection may be given intramuscu- 
lariy or by continuous intravenous drip for dosages of 
500,000, 1,000,000, or 5,000,000 units. It is also suitable for 
intrapieura ini.ru irricuiar, and other loco! instillations 
THE 110,000,000 UNIT DOSAGE MAY BE ADMINISTERED 
BY INTRAVENOUS INFUSION ONLY. 

Injection: Keep total volume of injection 
ite is the preferred route nf ad- 
iining up to 100,000 units , of 
penjcUIin per ml of diluent may be used with a minimum of 
iscomfori (3 u con io rrj i l r pei ml _ 
i i it- 1 ' pt nli and mi , be employed vhere themp 
demnnda. When large dosages are requir 1, ii.ma t h 
ahle to adrninister aqueous solutions of penicillin by i 
«r«iaiinuou3 intravenous drip. 

(2) Continuous Intravenous Drip: Determine the volume or 
fluid and rate of its administration required by the patient in 
a 24-hour period in the usual manner far fluid the'rapv, and 
add the appropriate daily dosage of penicillin to this" fluid. 
For example, if an adult patient requires 2 liters af fluid in 24 
hours and a daily dosage of 10 million units of penicillin, add 
5 miilion units to 1 liter and adjust the rate of flow so that 
the liter will he infused in 12 hours. 

|3| Intrapleural or Other Local Infusion: If fluid is aspirated, 
give infusion in a volume equal to % or L i, the amount of 
fluid aspirated, otherwise, prepare as for intramuscular 
injection. 

(4) Intrathecal Use: The intrathecal use of penicillin in 
meningitis must" he highly individualized. It should be em- 
ployed only with full consideration of the possible irritating 
effects of penicillin when used hy this route. The preferred 
route ol therapy in bacterial meningitides is intravenous, 
supplemented hy intramuscular injectioi 



small. The intramuscular ni 
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DESCRIPTION 

StNEQUANG" (dnsooin hydrochloride) is one of a class of 
psychotherapeutic agents known as dibenzoxopin trievclic 
compounds. The molecular formula of the compound is 
Cii.hVjNO-lK.:: imvint a molecular weight or' It is ., 
white crystalline solid restiily soluble hi witter, lower alco- 
hols and chloroform. 

Inert ingredients for tiis capsule lormulationsare: hurd gele- 
n:i capsules ,-tty coinaii: Dine I. tie,: ;;, jjc-i -!(;. Yel- 

low 10, and other inert ingredients!; magnesium stean.it: 
sodium lauryl sulfate; starch. 

Inert ingredien-..= ior the oral cimrentrate formulnlioo are' 
glycerin; methyipnniben; peppermint oU; propylparaben 



SINEQUAN (doxepin HC1) is a dibenzoxepin derivative and 
is the first of a family of tricyclic psychotherapeutic agents. 
Specifically, it is at: numeric mixture- tit: 1-Hri.u.uiu-nin.- 
3-dibenz [b,c J ojepin-ll(b7i H-iidene..\.A'-dime:hvl-, hvdnv 



Parenteral drug products should be inspected visually far 
particulate matter and discoloration prior to administration, 
whenever solution and container permit. 
Sterile solution may be leffin refrigerator for one weelt with- 



HOW SUPPLIED 

Buffered Pfizerpen (penicillin G potassium) for Injection is 
available in vials containing respe-tm i CH 100 n I 
10'sfNDC 0049-0520-83), 5,000,000 units 100 NDCGfrlO 
0520-95), 20,000,000 units x l's (NDC 00494)530-28), and a 
bulk pharmacy package of 20,000,000 units x 10's fNDC 
0049-0a3fr83)ofdrypowderfarreconsalut ir am d itk 
sodium citrate and citric acid to an optimum pH. 
Each million units contains approximately 6.8 milligrams 
of sodium (0.3 mBq) and 65.6 milligrams of potassium 
(1.68 mEq). 

Store the dry powder beiow 86T (30*C). 
HEFERENCE 1 

1. American Heart Association, 1977. Prevention of bacte- 
rial endocarditis. Circulation. 56:139A-143A 

70-4209-00-5 



SINEQUAN (doxepin HCI) 

ACTIONS 

The mechanism ofacdon of SINEQUAN (doxepin HCI) is not 
definitely known. It is not a central nervous svstem stimu- 
lant nor a monoamine oxidase inhibitor. The cum: r.: : i v i :o- 1 
esis is that the ctinica! effects an; due, at least in partita in- 
fluences on the adrenergic- activity at tin- sviiatve so th::: 
deactivation <ii norepinephrine by rouDiai:-: mt0 the nerve 
terminals is prevent,:,!. Annual studies jugpest that doxeoin 
liCI doe, „ot appreciably aninpotiisc :he ,:nl:i:yj:eri,. n sivo 
et.'iidine. in animal studies atitichalinergic, 
«d antihistamine effects or. smooth m'i-cb- 
havebeen denionatrated. At higher than usual clinical doses, 
iior-.-oiiiephnni' response » potentmti'ti in a.aimalc. This 
effect was not demonstrated in humans. 
•'V cluneal dosaitts ante ISO hut par day. SINEtJUAN cod be 
given toman cnncomitantly with guaaethidini; tnd related 
compimnds wi-houi iilot-lting rb.c tiifJin-nerteneive effect A" 
dosages above 150 mg per tie , tilockiaa : ol the a:it;he :) ,.rie'.-.- 
i-ive effect of ttiese cniftiunds ha.-, ii -en rsoorted. " 
aLN'EQUAN is virtuall; nevoid oi "euoiniriu'as a ship effect 
'. aaracti riftic.tf this type ofcemncund. .SiN-cCJCAiN j-.ccmi.-,: 
i eea licieciiscraie,: e enaiece liie piiyaeail tNlei aac-.- ce- eav- 
choicgicai dependence assnc-iaiec tvitb addictive cuaio .untie 
INDICATIONS 

SINEQUAN Li recommended for the treatment of: 

1. Psychoneurotic patients with depression and/or 
anxiety. 

2. Depression and/or iinxioty associated with alcoho!i«m 
(not to be taken concomitantly with alcohol:. 

a DetiifeHton and.'or anxiety associaieti with on_-e.ni.:: 
disease ulie [risibility «f erne intorsctior. should be 
Considered if the patient is receiven: otiier drnea con- 
comitantly). 

-'• Psychotic ricpressm ilisa-rders wicli astticiaceii anrtiecv 
includ-iij: involutional 'kurcssion and manic-depres- 
sive disorders. 

The target symacoins oi psytrnonuurosis that respond panic- 
ula: ly — : I t i ;!M (iUAN : ude anxiety, tension, depres- 
siati, soiea'.ic ayinpt.'aiic- aia: ancerti, sit-ep rijsternance, 
guilt, lack of energy feai itittrenensici; and worry 

'' : " bat HIKEQUA i ,., 

taieraioti .- „r- in ri.i eliieri;, patie: t. iMncto lack of 
cnn:c;u exp .nencs in im aeaiotn; population. SINEQU.-eN 
is not recommended ionise in children under 12 years if ace 
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CONTRAINDICATIONS 

StNEQliAN is ror.tranidicatec n: uidivid-jais wh& htm- 
shown hyperseusirivtty » the drug. I'ojsibiUiy of cross sense- 
tiviiy with other dibent-Dxepines should lit: kept in mind. 
SINEQUAN is itimtraiiidicntoi: :r. ici:ie:i;_- with j'umikkm. or 
l tendency lo urinary retention, Tne.-e disorders should lie 
ruled out. particularly a. older pattern. 
WARNINGS 

This nacirihday dosage repmen of SfKEQUAK in patients 
with intercurrent ilinss? or patieittr taking other medica- 
tions should in- carefully adjusted This is especially impor- 
tant m patients receiving other medications \vith anticholin- 

bsane in Geriatricr 

The iis» of SfNEQUAK on a oac-.-i.-dnv desauv regimen ir, 
geriatric patients should be adjusted carefully based on the 
pniitni condition, 
lavis'- n: /Viyswirar.- 

Reproduction studies have been performed in rais, rabbits, 
triiin !:(!>•;. and nap ■ and lucre wa.- nc evidence of ham ;<■ the 
animal fetus. The relevance to human* is not known. Since 
there is no experience m pregnant women who have received 
this drug, safety in pregnancy has on: been established. 
There bus beer, a report of epnea and drowsiness occurring 
in a nursinp infant wnnsi- mother was tailing SINEQUAN. 
tAicpr in Children 

Tnv a.-.- i/f SJMEQl'AK ir. uiuiarisi: uitotr V> year.* o: nee te- 
net reaimtiifciiiisd bscmiMtsafe rondiiimis for ins nai: have no: 



antidepressants receiving concurri 
diarontinuntion of cimetidine has b- 



cimetidine therapy, 
; reported to decrease 
antidepressant, lev- 



esiaioiieneo s-LenGV-eaiLa ^arum Laiayaia: uniae 
els and compromise their therapeutic effects. 
Alcohol: It. should he borne in mind that alcohol ingestion 
may increase the danger inherent in any intentional or unin- 
i rational SINEQUAN overdosaee. Tms is especially tmpor- 



PRECAUTIONS 

Di-u;..\k:u!<u!xi*: i-r /V* -We Tin: ifehemiail activity of 
I he drug metuboUzing isozyme cytochrome PJ50 2D6 (de- 
li.-isDcieii: iiydro.vvpe-' ]'■ rc:iuc-c in a subset of the Cauca- 
sian population labour 7-107,. of Caucasians are so-called 
"poor metnbolizer?"'; rchabie estimate* of the prevalence of 
reduced P450 2D6 isozyme activity among Asian, African 
und other populations are not yet available. Poor metaboliz- 
es hiiv.7 iugner l oan evit-ccicc piusmt. cc-nrenirauons of tri- 
cyclic antidepressants fl"As' when given usual doses. De- 
pcnd::ic or. to: traction p; drug irieiaiuli.'.cd by l'4502D6,the 
increuse in plasma concentration may be small, or 
large 18-fold increase ir, piosma AUC of the TCA). 
In addition, ivnaia drugs mhibii the activity o: this isozyme 
and make normal metaholizers resemble poor metaboiizera. 
An individual who is stable on a given dose of TCA may be- 
come abruptly tonic when given one of these inhibiting drugs 
as concomitant therapy. Tne drues that inhibit cytochrome 
IM60 21)5 include some thai arc not metabolized by the 
lytai Iquinidine; cimetidine) and many tliat are substrates 
for lMfili 2Df< Una::;, niher iiniiuett-rc-ssanli. phenol hinr.ines. 
and the Type 1C antiarrythmics prapafeiione mid fiecai- 
jiniel While ai! flu Hi-iectivi. serotonin reuptake inhibitors 
(SSHle). e.g.. fluoxetine, sertraline, am! mro't-l iim, inhibit 
P45l> alii,, taev nuiv van- in the extent ef inhibition. The 
eaten: nt- which SSRI.TCA iniiTartwm may post- clinical 
problems, will depend tn. the decree of inhibition and the 
pharmnciiltinetics of the 53UI involved. Nevertheless, co.u- 
lian ie indicated in thecu-aaiiimistrai ion o"Tf.'As with any of 
the SSEIs and idso in Ewilching from one class to the other. 
Oi particular importance, s-jificaoi: time must eiaine iiefnre 
ti-.in.iiiiiit TCA trea'.inem :a a pstieiti isaac withdrawn from 
fmpxetitiv. given the a.-ai: 'aalf-ha- nf tin- pen n: ant! active 
m:.:ai;jli!t ta: leas; 5 wees may hi- necessary:. 
Concomitant use of tricyclic antidepressants with druus that 
ear. mhtiii: r>to:hrt>n» P4Xf -De tea;- r»nu:r.- lower linsc-s 
from nsanlly prescribed for either the tricyclic entidepres- 
rant or tin.- other tirac Funhismirir.-. whea'-.ver one of ibeetr 
drugs is withdrawn iron: co-therapy, sit increased cose of 
tricyclic Jin:irl!-[i,-c ecciril racy he retanrec It is liesirable n- 
monitor TCA plasma level.- whenever u TCA is ttoaic !/. lie 
coadministered with uaothe: liruc hnw/r. lo he an inhiiiito 
of P-150 2Du'. 

jU/lOinntouors.- Serious Eide eiiecus and even death have 
ia-ee rentined following tliecunctimitan! use efrer.ain ciria: ■ 
with MAD inhibitor- Therefore. MAO inhibitors should be 
ras tootinueii a: U-.i-i tw.-i w, :■:,::- w inr ir. I hi- cannons antic 
Iter, of therapy with SINISJUAX Tile exact ieiigtii of time 
may vary ami Ls dependent upon I he itariicaUtr M.-\t» mliibi 
tor being used, the length of tiaie i; tia; heer. a:i:i:iiiisiere:i. 
iiati tie- liosa-je involved. 

Cimetidine: Cimetidine has bei-n r»;-or;e,-l produce dins- 
caly, -itniificant liucluations in steady-state serum concen- 
trations of various tricyclic entidepres soma Sarious nut ichis 
i in " i-jr: f t-vmtiioms (i.e., severe dry mouth. u.-ii,ary ret cm inl- 
ine blurred vision) have been iLs.s:icia;ed with elevtitinre- in 
the serum levels of tricyclic amid- pressen: when cimetidine 
tnerapy is hiitialeti A-it.rt-c, iliy, iaaia-r than exaecteri tri- 
cych;- antirie.Dressarn level- htiv; hesn observed whar. they 
or b -.tea in patient.- eiready tahiug canetidme In panellist 
who have hifan reiinrteii lo he we!: contreiied on tricyclic 



Tn/iaiaaadi-.- A case cf severe hypoglycemia has been re- 
ported in a :yp IT dinh i is tiu-mrjtinei. to tasoznmide 
fl gm/day) 11 days after the addition of dosepin (75 mg/day). 
Drowsiness 

^xi r j n i L e ia, toe use of tliis drug, pa- 
tients should be warned of the possibility and cautioned 
against driving a cur or operating dangerous machinery 
■while taking the drug. Patients should olao be cautioned that, 
their resconEe to alcohol may be potentiated. 
Suicide 

Siiice suicide ir. on inherent rise in city depressed patient 
end may remain so until significant improvement has oc- 
curred, patients should be closely supervised during the 
early course of therapy. Prescriptions should be written for 
the Bmnllesi feasible amount. 
Psychosis 

Should increased symptoms of psychosis or shift to manic 
symptomatology occur, it may be necessary to reduce dosage 
or add a major tranquilizer to the dosage regimen. 
ADVERSE REACTIONS 

NOTE: Some of the adverse reactions noted below have not 
been specifically reported with SINEQUAN use. However, 
due to the close pharmacological similarities among the tri- 
cyclics, the reactions should he considered when prescribine 
SINEQUAN (doiepin HC1). 

1 * a i' '-• ■ 1 D in ' ilnn i .i io: ir s 

patio en urin y retention have been reported. If they do 
rait, subside with continued therapy, or became severe, it may 
be necessary to reduce the dosage. 

Central flavour. System Effects: Drowsiness is the most 
commonly noticed side effect, This tends to disappear us 
therapy is continued Other infrequent!: I ported ! L in 
efforts are confusion, disorientation, hallucinations, numb- 

la trdive dvs! me ia. and n-eri 

Cardioeoitaiar rdiovascul n t i icludrng hypo- 
t i ill ill i iJ t ye i i i7 



Allergic Sltin rash, edema, photosensi 
tus have occasionally occurred. 
Hemulolnpk: EoSinopbilia has been reported in a few pa- 
tience. Taere have been occasional reparts or bone mnrrnw 
depression manifesting as agrantilocylosis, leukopenia, 
thrombocytopenia, and purpura. 

Gasfnoin(cs(inaI- Nnuseu, vomiting, indigestion, taste dis- 
iuzhances, diarrhea, anoreitiii, and atihtimus .stomiuiiiss have 
been reported. (See anticholinergic effects.) 
Endocrine: liaised or lowered libido, testicular swelling, 
males, enlargement of breasts and galactor- 
the female, raising Dr lowering of blood Engar levels, 
of inappropriate antidiuretic hormone secre- 
tion Pave Deer: reported with tricyclic administration. 
Other. Dizziness, tinnitus, weight gain, sweating, chills, 
fatigue, weakness, flushing, jaundice, alopecia, headache, 
exacerbation of asthma, and hyperpyrexia (in association 
with chlorpromazine! have been occasionally observed as 
adverse effects. 

W: •juinueal Symptoms: The possibility of development of 
withdrawal Eyrnptoms upon abrupt cessation of treatment 
aft or prolonged SINEQUAN administration should he borne 
in mins. These are not. indicative of addiction and gradual 
withdrawal of medication should not cause these symptoms. 
DOSAGE AND ADMINISTRATION 
Fu: mo i etii n ; v ith illness of mild to moderate Beverity, a 
starting daily dose of 75 mg is recommended. Dosage may 

e b i eas»J or decreased at appropriate inter- 

vals and according to individual response, The usual opti- 
mum dose range is 75 mg/day to 150 mg/duy. 
In more severel; ill patients hjiihcr d l be required 
with subsequent gradual increase to 300 mg/day if necfc-- 
tni ry . Additional therapeutic effect is rarely to be obtained by 
e seding a di i ID nig/day 

hi patients with very mild symptomatology or emotional 
sympioii tin ajint, organic disease, lower doses may 

Eu i i d i i r natients have been controlled on doses 

as low as 25^50 mg/day. 

The tatal daily dosage of SINEQUAN may be given on a di- 
vided or once-a-day dosage schedule. If the once-a -day sched- 
ule is employee the maximum recommended dose is J 50 ing-' 
day. This nose may be given nt bedtime. The 150 mg capsule 
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OVERDOSAGE 

A. Signs and Symptoms 

1. Mild: Drowsiness, stupor, 

dryness Df mouth. 
-• Sen-ret Respiratory depre: 
convulsions, cardiac arrhyi 
Also: urinary retention fblad; 
trointestinal motility (paraiyli 
hypothermia), hynertensior,,| 

E. Management and Trentmeni! 

1. Mild: Observation and Bupl] 
usually necessary. £ 

2. Severe: Medical managelj 
overdosage consists of ngg,; 
If the patient is conHciotiSjg, 
priate precautions to pre^t 
should be performed eve|k 01 
idly absorbed. The ueeaHrth 
recommended, as ha w ,, c0 
with saline for tie I mrnj tmfl 
should bi esiabli ii d i CDn 
sisted .ventilation usetjffpece 
may be required for sVeral c 
apparent, recovery he been 
should be treated wilt the e 1 
mic agent. It has been report© 
ovascular and CNS sjaptomi 
sant poisoning in adults may 

stigmine Balicylate3eeausaj 

T i"t-t ed the JL -In i 

pitired. Convubdacs may resp 
vulsant therapy; however.S 
ate any respiratory depre|§: 
diuresis generalh eje u j < | 
c iverd j-uu duetci el , | 
SINEQUAN. . M 
HOW SUPPLIED ■■ t 

1 Hi _ n i ] ,,, S, 
110! eauivnleni. to: "-Si 
lOmg-IDO's (MDCOfifia.VAp, | 

■ i mg— 100 fKD 1662 mm 1 
62.-. oUOOs (NDC OGGsl-ojoO-StJttAsi 
-I I jTt n H^R i 
t-' 5D0lI'e NEC- 0GG2-53&Mi 

7a._„:e-II](Te NDC (Ififif ooSMB) H 

100mp-10 fNDC t"-Mt,n 
-.82) . "iS: 

150 m — ~ * DC0 p it'! 
INEQi I i r i i 

It (Nil f [10-471 1 ue 

b a ' rig ID mg, I i i "'t 

nrio^to mtam^tration?sif^UAlH 
ton he dilute van on imiifi 
whole m- skimmed mill:, are- "P , W 
or pinaapale jetice. SINEQUAN ffliif-. 
physically compatible with -a numtier 

1 patients reqmrin 
who are on methadone matoteanore. 
i i n aid met !>'< " ' " 
with Gatorade«-, letnonndte ora# 
T i _ p r it I 11 1 ' '>r 
storage or bulk dilutions is not recaml 
GB-i!lu54si-6 _ 

ShoBir it Pntdu facet . " , 



DESCRIPTION 

SPECTROBIDOa 1 (buci 
picillin cIbbs of semi-s.vn to 
basic penicillin nuclet 
SPECTTtOBID, as well as ^'"r^tif 
analogues, is acid resistant tm 

SPECTROBID is the hydi" ^ f J * 
,n loiryethyl st col mpi"' n | 

II ir tn tod ' , L ,tf„ 
10 e ba i LP ' 'ft 

1 1 i ti i ii oi , „ i L 

Ln.micallv SPECTROt.tD.J-;^ ^ 

Q>fl DTninnnhonvlUCOtanUOU -.- <J3 ^| 



niDtcifui 1^* 



-inophenylucotamioi 



PRODUCT INFORMATION/2839 



}IP11TVAN Injection ;s available in roudv to use tin ml 
.mpules, 50 mL infusion vials, and 100 mL infusion vials 
r i u > r i snLof i l 
0 mL ampules (NDC i 'fill '■ i2f_-20i 
0 raL infusion rials (NDC 0310.0290-50) 
00 ml infusion vials (NDC 0310-029041) 
•jopofol undergoes oxidative di nidation, in tin; p n esc , r 
irygen, and is therefore packaged under nitrogen to elimi- 



ji recommended. Shake well before use. 
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WARNINGS 

ELAVIL may block the antihypertensive action of guanethi- 
dine ur similarly acting compounds. 

It. should he used with caution in patients with- a history of 

' 3 III ll I I L ur irt 111 L El J I I ] 

1 I i iia-i ratei, ton atcecksur l, j i 

or increased intraocular pressure. In patients with angle 

' ! glaucoma evan average doses ciuy wecinil i ,i 
attack. 

1 i i 'i rdio oscular disorders shoulo b i atone, 
I 1 i 1 ntidepressant drugs, including ELAVIL, 
in! I iveuin fek deses. b 3 en reported to 
i ifiustaimycnrdia,nndproion i , 

■ i ' .i ii ' ii 1. 'j' j , I ii irct.i, r i i, i i , , , 
been reported with drugs of this class. 

Ii upend ion - r -quired when ELAVIL is given to hy- 
1 r 1 1 M n I l i r, i n i i ur 

I 1 1! I I I I I d 

of barbiturates unci other CNS depressants, ii: pniionts who 
!:my use tileoho: excessively, i: should he borne ir. mind ihai 
potentiation maj ini re i , h danger inherent in any 
— overdosage. Delirium lias been reported 
idmteistration of amitriptyline an ' "' 



suicide attempt a 



JSCRIPTION 

nitripiyline HCi is 3-(10,ll-dihvdro-5r/-dibenzo [a,dj cy- 
'•'-'•'" , " r - lei-AW-dimelhyl-l-propaqomine hydro- 



CHCHnCHjNICH^), 

) u I i i iene 

01 l t I , 

WTQV iAnutripivi.il.- ||i. '|i ■ ..;,..|„ .. .,. /_, ^ XL , 
IB. 7B mg, 100 tog, and 150 mg tablets and as k aierile 
l,,r iM'.ri iiM".:i:i- tit «. Ii«i.;li.-.. ini'i.-oe-m., ot tie 
ets an: calcium piiiisiihalL'. cellulose, colloidai silirec 
dde, iiydrestypropyl ceJiuiiam. hydronvjnipy] metb-vlcel- 
t n l l 1 

' I' di )J 1 i i i 1L 10 mg aJ ii 
11 1. 'faciei:; ELAVIL 2f> in;; rose cnii::ti" T) t'el 

r ' ' i i i li 

igniso contain Di-.C Yellow 10, FDiC i'elinw K aid iron 

' 1 1 EL it - n, i 1 1 i 

e.i n. II I i [ , 

D ' I 1 ii 1 L Lb 1 i i , iii i Li 

2 and PD&C Yellow fi. Each milliliter of the sterile 



:e and hamsters 



kg/day (20 times the m 



rriptyline hydrochloride.... 



,'ILi, 



nsible for uptake r 



i h iv.lve effects Jtr 1 1 

3. It IS 



r and it does notacr. primarily by stimulation 
; central nervous system. 

riptyline inhibits the membrane pump mechanism 
"if norepinephrine and serotonin in 
erode neurons. Pboraiaadosicaliy 
"'" 1 ' 111 "rDiolongneuronalacrivitysince 
1 n I ' ' n ir i i ' j o s is n hvsiaic-g 

he reuptake of noreiimephri i d or serotonin is 
u] by some it> underlie the until pressai cl ti i 
.ptyiine. 

NATIONS 

e relief ofsymptoms of dapres. 



sulfiram. 

Usage in Pregnancy: Teratogenic effec 
in mice, rats, or rabbits when amii ripr, 
i i 1 of 2 tc ] ,, i || Q D ' 
recommended human dose"). Studies t 
ii ' i ii ipt ii ii l ,i i 
when gi i , r i j ou i I i mm .,„.,.„ J ,,, 

1 i k i H t- Ihe maximum inn 
b ii troduei ill u 1 n- i I nether 

dy m tli r ,i i th n oral dose of 2 
3 I a i hi maximum recommended hum-m dosei produced 
tl ' '• ill ion of fetal vi ;ri bra no i , ,ou ithet 
' ibryntoxiostv. La rabbits, an oral dose of GO mg/ 
ommended human dDsei 
le incomplete ossification of the crnm'aJ 

| >een shown to cross the placenta. Al- 

h '" ! 1 1 ■ i-n i-h,, has not been established, there 
' i rb rl adverse events, including CNS 

jr lhnb detotci ties, or developmental delay, in infants 
whose mother:.; hoc take;; aituiriiisylhie during nreiranncw 
n 1 "r I 1 r I l i 1 i i u jr ,, j 

women. ELAVIL should be used durinc rirusnancV onlv if 

till til i , 

risk to the fetus. 

tv r ini Moth r hi n i h , excreted into breast 

■ ' repor: in which r, pari l it I 

Hi" m: ."il nursing hi n it i levels in X i4] nt 
< i * t i I jl r , n l I I I 

ng/mL were found it, the breast milk, hut no trace of th- 
drug could be detected in the infant's serum. 

lrl u II 

aursins infnnta iro tnitnptyii I ion hould be 
m d ■ bethei to discontinue nursing or to discontinue the 
drug, taking into account the importance of the drug to the 



TCA). 
ill aodit.io:: 



ir quite large I 



fold ;n 



n plas; 



i AUC of the 



r > a. > t i 1 , 

1 i" r i nidii poor metoi t 
atable on a given dose of TCA may be- 

' hose inhibit mora 

f <-U™ 1 t'hedrti n ,1 b, cvraili, om'e 

15 - Ul h ' 1 1 1 ,,H °> 1 " neuib lii o the et 

'in' ii that tire aui i 

1 1 I 111! 

nl ' ' 1 itiarrhythn propafenone and flecai- 
1 ' ' iect ii uuta mrub r 

11 1 r i 

■!» - ' 1 ii an :ts „( nhibi.ioi 't , 

evtenr to ^htoh SSR1 TC , , , 

' " 71 x 11 degree of inhibit on nnd tlir 

1 > T » u if the SSKJ •uvidvt-d I< helt t ol 
i i i' ai- ned in the coadministration ofTCAs with any of 
rhe hSRh and also ;, switcl u g irnm one class to the other 
U; pariicuhir impDnmice. sittitneitt time must elapse More 
» i 'I i enc ii i , t i x 

1 1 Lh n the lc Ik, F rent , n d active 

'il I eeiis ,nav h neu tr I 

1 i i i fti Oil t I In, t 

1 i ' m L i I ma\ require lower doses 

1 u rsserilitH! for either I he u , i 

- ml oi toe other drug furthermore, whenever om; of these 
other oroits is withdrawn from co-therapy, an increased dose 
' tidepressant i be , piired It l di ' ' 
1 ' M r T nisii ii n ci a TCA ' 

coadministered with another druglcnown to b 
of P450 2DB. 

Monoamine oxidase inhibitor-see CONTRAINDICATIONS 
st'cUor.. Guanelludine or siiailtiriy act.ini; comnounds- Hiv- 
i,fc it ill n ttl -i i I , - , , ndoibe '"N.Sdepre 



idiviiiiia! w 



irable to 
going to be 



:w of the lack of experience with tin 



' ly to illevioiml than are ether i j 
'RAINDICATIONS 

IL is L'oiitraitniicated in patients who have shown 
iy;iersL'i,sitivity to it. 

tld not be given concomitantly with monoamine o>ri- 
', tore. Hypei-oyre r , | ,„ , L 

have ocenrreo ii iia nts , o tg tncyclic anlide 
it and monoamine i up l 
'. When it is desire Ho rente lonenmine nnd" 

ith ELAVIL a , ,i r oavH nun' , 

I to elapse a „ , i t t 

ll»- 11 lit U ,,, II TOt 11 Co 

i J ! Bti mm response is achieved, 
-ug is not recommended for use during the acute 
1 pli use II ' ig myocardial lie, on 



Usage in Children: Ii 
use of this drug in 
present time lor pal 
PRECAUTIONS 
Schizophrenic patiei 



be pi i hi i i i ii, a | parietiu t i nhl 

n mil u in i occurs Pun i n il i M , 
lil lii 

^i-escnpi.iunc should be written for the smallest amouiu. 
feasible. 

' tirrenl idmin atration of ELAVIL and electroshock 
' - n hi e the il ii aieil wiili such l.bei 

1 i net, I. should be liimtmi lo patients for who. 



ana lo 



' 1 ,VTL should bo used with eauti, 
paired liver function. 

On- ITT , it, tj U M , ,] 

biochemical activity of the drug met 

P4S0 2D,, del i is reduced in a 

i I i 

i ' i i ii I i 

' ' 1 I J 1 i nijct.1i i 

Asian, Africa-, ur.ri other populations ere not yet available! 

Poor metaooiizers nave higher than expected plasma con- 



subset of the c; 



sanis; and desulfiram— see WARNINGS „„.,„„., 
When EI WILis.e , h i I gj c a H ntsorsym- 
I li Ii t ii it i 

l " = h ■ I' 1 uper, on and r n ediu n n 

of deaages are required, 

Hypcrpji-ezia has iiecn reported when ELAVIL is adminis- 
tered with iinticboiiiiergic tiuenbs or with neu-ole.ulie arm^ 
panic in h t ire i t it.her. 

r r 1 1 i J i irinpatienl taking tricyclic antide- 

1 I 1 u m I in , , cl Jj ry, )rug5 

Cimeiiaine is reiinrlee io reduee benaric ineiababsni of cer- 
tain tncytiho antidepressanls. therenv ilotaving elimination 
. ii in casing i „| siat c ceni rions of these an 
em ii n reported t tin 

J i nts wl c ttai I | 

il niasr | [j ; . lin 

nts. and Ihe irequeiu i a d^eie ity ol ffeei 
J rt ir t i u , Li 

eiiie wtis added to the drug regimen. Discnnliuatinn or 

ii 11 i i Elite erring -neve 

antiiieiiressants end cumeridine may decrease ihe nJasieo 
I »js ii Qi "! nl d re ii 
loan ion is advised if patients received large doses of'eth- 
chlorvynol concurrently. Transient delirium has heen re- 
ported in patients who were treated with one gram of 

ii ' i I i l iLe'TL 

information fnr Patients: While on therapy with ELAVIL, 
patients shoula i i j a the | , nnpurmentof 
mental and/or physical abilities required for performance of 
i rdiiu tasks, such as operating machinery or driving a 

ADVERSE REACTIONS 

Within e -ci category ihe following adverse reactions are 
listed in order nl' ih i esin severity included n lh iisring 
art i i Ivor e ren I no i i icit h no; been porl i 

1 1 r ' ug- hi r ' n, i ct ; nil ' 
ties iimiing the tricyclii: iini.idepi-esson: aruss leiinire ihet 

' r c n aniitript.vhii 

administered. 

Cardiovascular: Myoctiraial ii.iarctiiin; strok e; nonspecific 
but Chang! ind chant; in i\ comh i le |,ini:l 
tirrhyshmias; hynntunsion, parr.icuianv orthostatic hypoten- 



fusional states; disorientation; incoordination; 
s; peripheral neuropathy; numbness, tingling, 
' ujrtrnpyramidal syrap- 



ment; anxiety; insomnia; restlessness; higher, 
ness; dhiiness; wenlmess; fatigue; headachf 
inappropriate ADH iantidiuretic hormone) s 

ie aration in EEG patterns. 
Anticholinergic: Paralytic lieus: hyperpyrexia; urinary 
retention, dilatation of the urinary rac: consul patior 



Continued on n 



•t page 
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Zeneca Pharmaceuticals— Cont. 

irreil vision, disturbance of nceuramodaiion, i 



OVERDOSAGE 



•miiu- 



Wlirg.c '"'>< " u i in oia.u-r-sitrui .1 edema ul 
face mid tongue. 

Hematolonic: Bone marrow depressm 
cuusis, leukopenia, thrombocytopenia, 

Eanrainteatlnah Rarelv hepatitis (includtag altered livtr 
tone,.,™, and jaundice): nausea; epi, ; aserie di.i-.rss_- viienaar; 
anoresin; stomatitis; pec-liar taste; diarrhea; parotid swell- 
tag: black tongue. . .. 
Endocrin o- Testicular swelling and gynecomastia in the 
malt- breast eniarjewonl and -aorrb ' 1 r 
increased or decreased libido; impotence; elevation ana 
lowering of blood sugar levels. 

Other Atop, i ° r luss; urmarJ ' lT& " 

queney; increased perspiration. 

Withdrawal Symptoms: Alter prolonged administration, 
nbrU pt cessation of treatment may produce nausea, "aad- 
arhe an.lmnkm, Gradual dosage redacts r. f beer, re- 
ported voprodu, ilhin t eels rrn ien symptoms 
including irritability, restlessness, and dream and Bleep 
disturbance. ... . fl . 

These symotoras are nor, indicative of addiction. Hare m- 
stlm ce= 'have been reported of mania or hypomania occar- 
rmgwitlur -7 dr .! c - tinn of hron.c therapy 

Causal Relationship Unknown: Other rancuuns, reported 
J jt Mi vh , ; d reiui.ionship could not 

be established, are listed to serve as alerting information to 

Body asTwhDle: Lupus-like syndrome (migratory urthri- 
ij f itiv, jw null it osii fa t»rh 
Digestive: Hepatic failure, ageusia. 
DOSAGE AND ADMINISTRATION 
Orel Dosaoc ;„,. r „„ 0 p,i 
Dos* should bs initiated nl a io 
gradually, noting carefully the clinical response and an] 
evidence of inieicnince. 

initi Doe joiorAdul ' ' ' 

, i, j , a. i d , i i 1 ; i 1 
; mv .l,i 33 m d t . 'n 
increa I n i 

hedtim- dcres. A sedative effect may hit apparent beiorii Lne 
n oted, but ar adaq 

I mav ud long us 30 ci i >'l 
, r l I i c il r 

to Ivgir will. 50 to IOC mn itiufcriptyline Hi.: at bedtime. 
n r • -)i tr i i ai n die 

licdrirne"close to ft total or 150 ml! per day. 
Uospi a dpal.ei to mil 00 o r nitialJ 

i i no eas ' "tj'l 1 >ro_adny„n 
• mE i) mmta ' i Pi db.ec patients roijy need as much 
as 300 mg a day. „„- -„,:_„„,: 

Adolescent and Elderly Patients: In general 1 
ore recommended for these pntoaitt. r.s. ny >; t 
with 20 mg at bedtime may be: I toctor m adolescent and 
aidirls prli i u b do no (»let t .guar dosages. _ 
Xmennnce: The usual mntotonance dieiage of anutnpty- 

, I is nil in 11 
dB y is sufficient. For maintenance therapy the totol daily 
dosage may be given in a single dose preferably at bedtime, 
men satisfactory improvement has been reached, dosage 
should be reduced to the lowest amou.nl that will maintain 
relief of symptoms. It is appropnai . c . m< 
nance therapy 3 months or longer to lessen the possibility of 

totrarnu--ular Dosage 

Initially, 20 to 30 ma 12 to 3 ml.' jour times a '-a) . , . 
When ELAVIL li. ecti 

,rmor -.| idl 0 u iu ore sunt t>* 

.vb-m^AVIL Injection is used for initial therapy in pa 

•nv.nl <- > ' 1 1 
tablets should replace the injection as soon as possible. 

to vfew ofthe lack of experience with the use of this drug 



or transient visual halto—..- 
wsmess lypothermin; tach- 
, .nunr.ahi ies, such as bundle 



ts of radioacti vji „ ,1,0 
■s and one-half 'Lv 



„„.„ disturbed com 
iious. Overdosage r 
yeerdiaand other a. . . , 

bra:,:.ai bio::!:; ECG evid-anra o: impaired cnnducuin:; -.oni-.te- 

r j , , ,i , d i! i resrs ,,r " ! ' '"" 1 

nio'-ui^ion- s-vere hvaotereaora Htcpor; comn: an-, 
, , , i , ii i'.v.'Dihei- symptoms may be nrr.tar mi 

The'-'r' 1'''= bc " r ' ' l rc t >l:r: oi e-'^' 1 ^-™'" occ:lrr ' n " l!/ 
V : . hi,u;'=' [ ., : : :er antiirtatylh* overiinsa. . 

, , , , , I I 11 J lOti I 

At; patients Husueciei el [,ai.ine. u-a,...iau , ; .... 
' n , , „ i r ' n he hi 

-Silt , ; - — 

r% D! 'nhe--n=?itol y,n ECG elmu,d he trien and close 

iEiiiS^ 

' ^o^'lUX^onTl-lt mg of physostigmine 
i Jia'i isnmori i rave I nip. r , triaysl, 
liu tida,i^sant!:oesiin!nc. Beiiauee physusupimm ra.^di 
ner.bau i d. ge of phyeustipran i ui le 
" requir d aarncul t n >K"= = ^ 

rhvtiunifc mi l' i una deep coma recur or persist alter 
, I ph> osogmine. Because physostigmine 

Standard measures shou 
shock and metabolic ncio 
ire, iiaa with neostignuni 
Should cardim faitui 1 
considered. Close monitoi 
than five days is advisable. 
Anticonvulsants may be given to control cor, 
iript i i i' " ,|tr nlt ' 

anticonvulsant action of barbiturates; , there! 
lion auL-sthetic, diazepam, or paraldehyde u 

control o; aeavulianns. 
Di i si= -o>' no value because of lowplasma 

StacT overdosage is often deliberate, patients may attempt 
BvHoY bv nthar means durina the recovery phase. 
Deaths by deliberate or accidental overdosage have occurred 
with this ciass of drugs. 

TatL^Vn-'. 10 mg, are bine, ""1.4^=™^^ 
u , iviti 40 dt iii na ' '^tl. Q- 

tae Dlt. 1 JPt'li ^ ' 11 

Hi 033 ',0-10 hottits « li 

^5 mfare yZv, round, film coated tob- 
id^ine •"del, s od on one side and 

^ f the after side. They are supplied as follows: 
ffJC C i i ] i 1 

, n i i i n i u Jl lU " 

NDC 0310-0045-34 bottles of 1000 
NDCQ31' 00 n a r ties i idtm 

TMiI i in !n.r d- i %bl urphtd i- o .t 
NBC 0310-0041-10 bottles of 10D 
I Bi'UH no-t an i, - a. nl U' 
NDC tlShmm-S'S deities of 1000 

j,. Lc i,l-.-ti|,L'd w'tb maiasscd on ana e.de aal 

j L .| beside. They are supplied as follows: 

i i i 1 ! I' i p I' 

RLAmjOOmg, are mauve 
i (led '-vii.li "J loss , .a ■ Pi 

VIL" on the other side. They are supplied as tollov/o. 
NDC 031 0-004 30 0 bottles of 100 

Tablets ELAVIL, 150 mg, are blue, capsule shaped, fill 



! "' J ., 



limine, or urapranolol. 
Z nl digitalis should he 
,^ inn tu, for not less 



ea.'ir.metiriEd 



co a tpt urme by 4 

one-third of the drug wns ext. -- - : . 

m r n i i in i hi lia d oemta.li n n u L s 
latior. in man, ral id rat Virtually the ^ 
dos- i='exereted as triucuror-ide or sulfate conjugate qf^ 
l,te l i tti r 1 1 arn lringll i i Urill . 

, i in tti a? ma n involved. 
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child 



; under 12 years of age. 



HlBICLENSaT' Antiseptic/ Antimicrobial 

[hi'bi-kimz] 
Skin Cleanser ■ 



as lollows- 



; a clear, colorless solutior. 



Because of 



^ri'ition in the absorption and distribu- 
r , , , , 1, mhadyfiuin lifficult 

,„ dir-cth ccn-elate farm level and thenipeuae e:iaa: 
Uo \ a line' Flu 1 1 Ull 

,t,n. Finn - 'I 
t , el i. r 1 I 1 1 1 rn I cl 0 

, 1, , . ' 1 \ 

bswie should be made a 11 « ' 1 ' ' 1 
rssponse nnd nut on the basis of plasma levels. 



„._.id tablets, idem 
"ELAVI1-" on the o 
NDC 0310 0047 10 hot:;l 
NDC 0310-0047-10 bottles 
Injection ELAVIL, 30 mg' 
and is supplied as follows: 
J 1 ' H J 11 1 „ • , t ,w 

Sio, i Ito ,rl 1 . il a a' 1- ' a ' 
AZidstorageattemperatoresaboveaO-CIBFPin 1 
Tablets ELAVIL 10 mg must be 0 ■ = ' " ' ' ' '" J 
eiered in li web-aii.'sac. liiantaesistaat enniainer. ^ 
Pi 1 'I ''I tiot ir0mfree7.mgnndiiv0.es ra^e 

1 o-c a ' ri 

METABOLISM ,,,„. , , , 

- , in man Mowing oral ndiei-u ■ 

1 t T t E I ' 

metaboliz'-d Radioactivity of the plasma was practically 



OTC&e I 



onate, U 
lriEB 

DESCRIPTION 'N 

HIB1CLENS i= 1 r nn 11 i 1 1 1 r hial ' "hi 

e , all, J eua = ,1 

UUIT7AKJ 1 e chirni tu teon 

reuue hsy.ame-.iiylene!.ii [ Jani.1 ' ! " 11 ' F^t 

rn ! 'I" 1 1 , '"" ' ,"" 

C.andaehermflredient ud. si il 1 >irec 

pl . <i.Sl npnm 11 eta 1 - 'a 

Ufc di , , with the normal pH of the akm. |M 
ACTION . ...Ln 

Mill I ' ' ' 

, , nd a persistent, ant dual eti itn r , n „ 

, , 1 Kit ,11 iderai - m ' • - 1 1 , . c 
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